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of all documents shall be submitted and
shall be identified with the docket
number found in brackets in the
heading of this document. Any
objection received in response to the
regulation may be seen in the Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

List of Subjects in 21 CFR Part 177
Food additives, Food packaging.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Director, Center for Food Safety and
Applied Nutrition, 21 CFR part 177 is
amended as follows:

PART 177—INDIRECT FOOD
ADDITIVES: POLYMERS

1. The authority citation for 21 CFR
part 177 continues to read as follows:

Authority: 21 U.S.C. 321, 342, 348, 379%.

2. Section 177.1520 is amended in the
table in paragraph (c) by revising item
“6.” under the heading “‘Density” to
read as follows:

§177.1520 Olefin polymers.

* * * * *

(C)* * *

Melting Point (MP) or

Maximum extractable
fraction (expressed as
percent by weight of

Maximum soluble frac-
tion (expressed as per-

Olefin polymers Density softening point (SP) 2 cent by weight of poly-
(Degrees Centigrade) ﬁgga[%célyg?gr);giﬁ/\eld mer) in xylene at speci-
temperatﬂres fied temperatures

6. Ethylene-maleic anhydride copolymers
described in paragraph (a)(6) of this sec-
tion for use as the adhesive component
in multilaminate structures, or as the
sealant layer in flexible packaging, in
contact with food at temperatures not ex-
ceeding 49 °C (120 °F)

0.92 or greater

1.36 pct at 50 °C.

2.28 pct at 25 °C

* * * * *
Dated: May 5, 1999.
L. Robert Lake,

Director, Office of Policy, Planning and
Strategic Initiatives, Center for Food Safety
and Applied Nutrition.

[FR Doc. 99-12962 Filed 5-21-99; 8:45 am]

BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Part 522

Implantation or Injectable Dosage
Form New Animal Drugs; Selenium,
Vitamin E Injection

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect a
previously approved supplemental new
animal drug application (NADA) held
by Schering-Plough Animal Health
Corp. and to remove certain information
no longer required in the regulations.
The approval concerns use of selenium,
vitamin E injection.

EFFECTIVE DATE: May 24, 1999.

FOR FURTHER INFORMATION CONTACT:
Lonnie W. Luther, Center for Veterinary
Medicine (HFV-102), Food and Drug

Administration, 7500 Standish PI.,
Rockville, MD 20855, 301-827—-0209.

SUPPLEMENTARY INFORMATION: Schering-
Plough Animal Health Corp., 1095
Morris Ave., P.O. Box 1982, Union, NJ
07083-1982, provided information to
support prior approval of supplemental
NADA 30-315 for selenium, vitamin E
injection. The supplement for use of 2
percent benzyl alcohol instead of
1:10,000 thimerosal had been approved
by letter of August 10, 1981. FDA
reviewed the information and concurred
that the change in ingredient was
approved. FDA also reviewed the
information requirements of the animal
drug regulations and determined that
specification of ingredients other than
active ingredients is not needed.
Therefore, 21 CFR 522.2100 is amended
to remove statement of ingredients other
than active ingredients.

List of Subjects in 21 CFR Part 522

Animal drugs.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR part 522 is amended as follows:

PART 522—IMPLANTATION OR
INJECTABLE DOSAGE FORM NEW
ANIMAL DRUGS

1. The authority citation for 21 CFR
part 522 continues to read as follows:

Authority: 21 U.S.C. 360b.

§522.2100 [Amended]

2. Section 522.2100 Selenium,
vitamin E injection is amended in
paragraph (a)(1) by removing “, 250
milligrams polyoxyethylated vegetable
oil, and 2.0 percent benzyl alcohol, and
water for injection’; in paragraph (b)(1)
by removing *, 100 milligrams of
polyoxyethylated vegetable oil,
1:10,000 thimerosal, and water for
injection”’; and in paragraphs (c)(1),
(d)(1), and (e)(1) by removing ““, 250
milligrams polysorbate 80, 2 percent
benzyl alcohol, water for injection g.s”.

Dated: May 11, 1999.
Margaret Ann Miller,

Acting Director, Office of New Animal Drug
Evaluation, Center for Veterinary Medicine.

[FR Doc. 99-12963 Filed 5-21-99; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF TRANSPORTATION
Coast Guard

33 CFR Part 165

[CGD01-99-038]

RIN 2115-AA97

Safety Zone: Unity Electric Co.
Fireworks Display, Shinnecock Bay,
Hampton Bays, NY

AGENCY: Coast Guard, DOT.
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